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08:00 a.m. Call to Order 

Panel Introductions  
Conflict of Interest Statements 

08:15 a.m. Sponsor Presentation  

09:45 a.m. Q&A Sponsor 

10:00 a.m. Break  

10:15 a.m. FDA Presentation 

11:45 a.m. Q&A FDA 

12:00 pm Lunch 

 1:00 p.m. Open Public Hearing*   

 2:30 p.m. Panel Deliberations  

 3:15 p.m.        Break  

 3:30 p.m. FDA Questions 

 5:30 p.m. FDA and Sponsor Summations 

 5:40 p.m. Panel Vote 

 6:00 p.m. Adjournment 


